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o

DEPARTMENT OF HEALTH AND HUMAN S, 25|  APPLICATION FOR A VARIA..JE | fom aporeves: ks e co102025
Public Health Servica FROM 21 CFR 1040.11(c) FOR A | &¥¥3tin Bete: Ociobor 31, 20
Food and Drug Administration LASER LIGHT SHOW, DISPLAY, [55&¢ nowsen
OR DEVICE

NOTE: No (aser light show. prejection system. or davice may valy from compliance with 21 CFR 1060.11(c) i cosign of usa without the aporoval of
this application in accordance with 21 CFR 10106,

WNSTRUCTIONS - = . RS,
1. Check x3 appicatin Dozes enc Typs of prdt the 3. Ml your application 10 O Dockets Management Banch UHFA-305). Food am
taguasted information. Drug Admimistretion, Room 1-23, 12420 Parcigwn Orive. Rockville, MD 20852.
2. Subrit an original and four (§) coples. 4. Enter docket numper if sssigred.

P e————————————————

1__NAME DF COMPANY

uLsE L.Aaser p@_QDUCT 1o0s, LLC .

2. ADDRESS OF COMPANY ( 2P P.O. Box Is waed, inckuale actusl spect address abkol :
/4 EAV A < 0%, MoRcross G&A Jaodl
3. NAME AND TJJLE OF RESPONSIBLE 4. TELEPHONE NO. lncksds arcy code) 5. DATE OF SUBMISSION

TebD YRASZ €31 DEOCT -5l1¢- 1313 Ec 30 1999
6. THE APPLICANT REQUESTS THE VARWANCE TO BE IN EFFECT FOR A PERIOD OF YEARS FROM THE DATE OF ISSUE, 4
genarl me Agancy will spprove & worisace far anly twe yesss. I & frgwer period ks requastod. w jatliicasion sust be ateched as pirt of tha spphcation
7. PRODUCT DESCRIPTION AND USE
2. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LUGHT SHOW(S) AND PROJECTORIS)
b. PRODUCY FOR WHICH A VARIANCE 15 REQUESTED 1. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION
O A lsser display cevice More Uwan 1S aays
F/ [J A projector for » mzar Bght show DMuaMShum!mdmlSd_nvs
S A woor ght show 3 Less paen 6 davs
0 otner tSpeeitn g. TOUR IS INTENDED TO RUN FOR
c. ] PROJECTORS ARE INTENDED FOR SALE. LEASE, OR LOAN TO A wora han 6 months
QOTHER LASER IJGNTSHDWWRS U 1-6 monus
. PRODUCT IS INTENDED FOR USE IN A O tess than one manth
[0 Pranetarium or other Garne projection sruecture O mor apphcabla (Mot & rowr]
3 Tneater [ omer Specity
0 Hovemozet baliroom or roasting room n. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
{J Store gisplays X Front scroen projections
0, Yrage snow or converdion X Rear screes projections
Discomeque ar nignt chud O Nolographic Gsplays
O Pavitian JI Muhighe reflscrioniditfraciion effects
(1 ingoor arens O audgiegoa scamning [Also includss scanning any sccessidie
3 owdoor srera uncantralied orcas) )
(3 Museumn X Refiscrions from statianary mirrors o miTored
0 Owideor unenciosed aron surtaces (Geam Msbices)
O other rSpociyy____ [ Siwavonary Fradiston of ramung miror balis. etc.
&. PRODUCT 1S INTENDED TO BE USED 53" Scanning eradiation of rotating mirmer bals. et
[ At only one (Fixed] location [0 Fder aptic projections B
X av a varioty of (Tow) locadons JR’ Fog. smoks, or omer scarwring enhancemen sffacts
L] Other rSpecityl__ D omer (Specify] - -
B. ~ LASER'RADIATION LEVELS ~ ~ L L
LASER MEDWIM (s, Ho-Ne, etc.) WAVE LENGTHS (v PEAK POWER (ware/

Freouency  Droden YAL $32 éA&f}-‘!ﬂ% 100 My

EX S o5 e

5. 1% ANY LASER RADIATION 15 PULSED GR SCANNED, GIVE THE FULSE DURATRIES

l" =
§ s
10. REASPN FOR REQUESTING VARIANCE A L= ' 8};
Cogpliance with the imits of 21 CFR 1040.7 1(c) would resurict the intenden use of the psoduct because compliance would

S TRt eme e i decic e atforve e AA AAY Be Sifficientiv wsible
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1 1. MANNER N WHICH IT 1S PROPOSED Tt >_ VIATE FROM THE REQUIREMENTS OF THE APPL. L€ STANDARD

h is propaged o devixts from the provisians of 21 CFR 1040.11{c) in that the sccessitle emission level would sxcesd the
accassibla emission kmits specified in 21 CFR 1040.11(c)- :

(3 11 is proposed w deviate fram the provisions of 21 CFR 1040.1 Hc) 23 follows:

12. ADVANTAGES TO BE OERIVED FROM SUCH DEVIATION

Larser kght shows and displays are acropisd populsr madia in ontertsinment snd the arts. Use of power lewels in sxcess
of the kmits imposed by 21 CFR 1040.1 1{e} is necessary to achisve the required effects in thess modia.

{1 Ower oc paditional agvantages (descride and explain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check &5 many naxes o5 apply. i iom 14 “Reaarks,”
AsUly any baxes not chocked, using additonal sneets &s necessary. S1ela sy other mesns of sygavian protacvon vt will by used.]

aﬂuwwm.m.m.wwm will bs cartified 1o comply with 21 GFR 1040.10 and the conditions of this varinneo
and wil} ba roported a3 required ty 21 CFR 1002,10 AND 1002.11 using e reparting guikies provided for such purpose. These actions
will be accamplishod prior ™ any Fgroduction itio commerce,

b&Eﬁ-mmtswdﬁcaﬂvMiaudhﬁsvaﬁmmﬁ:&ﬂmhmmmuoﬂmwhhmuﬂmmm
T vesionct a3 boon abmineg S The FeQUired reponnts o suppinments, s appicabls, Aave Deen submiviad.

c.KScamim. projection, or reflaction of laser and collataral radiation (LI show radistion) i sudionce or ather accassiie uncontrolicd
areas will not be permitied axcept for diffuse reflections produced by the atmosphers, added aumospheric scatwTing Mmedia. a3nd Target
SCTeONS,

dxuwmiubnlcuuhomsso!ﬂwﬁnisofdmlwimhpunﬂtﬂmwpdmmwleatertamwlufmupm
wisch) parsons oher than cperaors., mms.umsmwﬁnwmmuz.ﬁmmbabuwhbmdmﬁm
any place whers such persors are permitied w he. Oparatars, parformers, and emplayees will not de required or allowed o viow
radistion shove the linits of Class | or be sxposed to rediation ahove the Emits specified in 21 CFR 1040.11(c).

a.m Any product which rekes on Scanning 10 Iwiel ACTESS, GXPOSWS, O Grodixi cfass kmits will incorporata & scanning ssfeguard system
which directy sonses scanner motion and wrhich will react fast shough to prechude excoeding e sppiicable Emit.

f- 58 Al laser kgt shows shall be under the diract ang persenal conrol of weined, competent cperatoris). The operatoris) will:
{1] 8e an gemplayes of the vianse holder who will be rexsponsibis (or th waining and the conduct of the aperator;
{?) Be wcared where ail bearn poths can be dusctly abserved at afl times: and

(3} immadiatsty termingm the amission of ight show radiation in tha svent of any unsafe contitiors or, for ouIsoor shows, upon request
Dy say air vatfic conuol officials. -

B-ﬂﬂtﬂﬂﬁﬂmhﬂfnﬁ'ﬂm SUTHUL power will not exzoed The level reguired 1o obtain Yhe iMenaed effects.

0.9 The projection systom (i¢., e projectar and all other. camponents wsed 1o produce e fgnting effects) will ba sacursly moumad of .
immopltized ® pravent unintended movement or misalignment. Baam masking will ne provided 2s an inharerd pact of the system design
10 preveirt overfiling of scroens. baam StOpE, TAPETS, oic- ,

i-ﬁ‘-‘!’.m"“w‘b‘memmmmwmduh.mwbmm:u\dmﬂhudm
dm;‘muu\latwvhanam&u«eandnﬁmgmmvgmhtunwwmwmmmm
gL Wﬂws-

i- DX in acdmion 1 tw requirements of 21 CFR 1040.1001, the manufacauror of iasor projectarsioystams will provide 10 parties Wio pur-
chase. lesse. or burrow the equipment. adequate usars” instructions for safe insullston and oparation which explain the respanaibllity of
the recipiant a3 an indepondant Fphx sNow manufacturer To submit the required repores and apply for and obimn » varlance from CDRH
prior w0 iroducton inte cammarca of sy leser Gghe shows.

k.ETh- requiremens of 27 CFR 1002.30(al{1) and {2) wid o sccomplished dwough e wse of wrirten procadures for satup, aligment
tasting. and porformance of each show. Thesa procodras will Bs i sulficiers detall 1o ensure compliance with 21 CFR 1040.10, te
conditons of this varianca. and the controal of access to radiation arnas Using the procedures Gsscridod n the ANSIZ136.7 standard for
" the ‘safe usa of lasers (Amenican Natonal Standards insoarm, 1430 Sropdway, New York. NY 10018/ ar ary otwr equivaisns user
consermLs standard and, whore apphicable, stoe or local requiranvents. Laser radiation aress which can contain radiation lovals abowe
the Lmits specifiod n 21 CFR 10640.1 (<) will be cleanty idansified by The posting of warming Signs and/or resTicuNG aceess thyotgh
physical means (SUCh &3 prEEswY SWITENCS, pnoto colls, DeMTiers. JUards, otx.). These TequiremaTts spoly 10 tomparary sreas fsuch as
during sct i@ and alignmeny procedures) and 1 final or gormanent arsas. The yariancs holdar will retain the records of tase procedures
and tho resuits of all Tasts as required Py 23 CFR 1002.31. A copy of the vanancs sppiication, the spproval letter, carent (rocadures,
and recovds relating 10 each parbcular show will be with the operatar or ather responsihlo individua) and will b mate avalladle far -
inspection by FDA and other responsitife avinorites.
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i Advance writien NOGTication will be ma. s cary as possibla (o appropnate Jederal. sigte, a2 cal aumc_»rixies 'pmviding show inerary
with daias and locations clearly and compietely ientified. and a basie description of the proposcd eflects incluging 8 statement of the
MAzZ¥Mum pOwWEY DUIPAT intended. Such notifications will e mids. But not necessarily be kmited. t0:

(1} The Centar for Devices and Radiological Hoalth, Offico of Comphance (HFZ-342), 2098 Galther Road. Rockvilla, MD 20850, growding
the initial and clasing dates for fixed inswllatdens and the itnerary for mobile shows. In addition. unless il azpects of each show have
been raported ana sccossion mimbers closrly refarancad, each notice will inchde dotaded dascriptions of each show and a ksting of af
affocts 1o e performead in sufficiera dotadl to confem complance with the regifations and this vafiance.

(2) The Fegeral Aviation Administration (FAA} for 3ny projoctions into opan Swspaca at any UMe fi.e.. inchiding st up. akgnment
rehesssels, parformancas, otc.). If the FAA objects 1o any laser effects. the obections will be resolved and any conditions requested by
FAA will Do aghered 9. (f these canditions cannot be met, the adjestionsble efforcts will bo deleted from tha shaw

13) Strta ana local radiation control offices/agencies for alf shows 1o Do performed wimin their jurisdictions. Al requirements of state and
tocal law will bu savsfied and any abjections ralzed by loca! suthorities will De resolved or Uw offects delotod. (A 8§51 of federal and
state offices &5 avalapie from the Conter fur Devices and Rodivlogical Health upon request.]

14. REMARKS

CERTIAGATION

| CERTIFY that all of the above information and statements are e, complets. snd correct to Uhe best of my krowdedge snd acknowieage
thal My vanance application may De daniad or my variance may be revaked if this epplication js found W be false, misleading of iNcorrect
i any matarial way. | have submittad and will submit all reports required by 21 CFR 1002.10 and 1002.11 on the lasar equipment and
shaw(g). | further understand that | may Ba required by regulation or By Tw Directar, Conter for Devicas and Radiclogical Healm, ta supply
such other information as may be necassary Io avaluats and act on this applicadon.

T 0 [ oo 8 sz | Ao




